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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1 .17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on October 20 th , 2009 has been entered. 



Response to Arguments 
2. Applicant's arguments filed on September 16 th , 2009 have been fully considered but they 
are not persuasive. The applicant argues that Burns does not teach an electromechanical lockout 
device having an inactive state which prevents manual actuation of the aerosol generator and an 
active state which permits manual actuation only when an electric current is being supplied to 
place the lockout device in the active state. Burns does teach an electromechanical lockout 
device having an inactive state which prevents manual actuation of the aerosol generator (Col. 8 
lines 23-27 of the burns reference recites "The controller 24 would signal the actuator 
means 28 to lock up and prevent actuation of the inhalation device after the requisite 
number of actuations have occurred..." implicitly teaches that Burns discloses an 
electromechanical lockout device having an inactive state which prevents actuation of the 
aerosol generator and col. 7 lines 56-61 recites "Pressing down on the canister 10 will force 
the valve stem 16 into the canister 10, and a metering arrangement within the canister 10 
will allow a precise amount of drug and propellant out through passage 19..." implies that 
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its manually activated) and an active state which permits manual actuation only when an 
electric current is being supplied to place the lockout device in the active state (If the controller 
24 sends a signal to the actuator 28 to lock-up and prevent actuation during an inactive 
state, it is inherent that the controller 24 sends a signal (current) to the actuator 28 to allow 
the user to manual press down on the canister in an active state.) 

Response to Amendment 

3. The examiner acknowledges the amendment filed on September 16 th , 2009. The 
amendment comprises amending claim 17 and cancelling claims 28-36. 

Claim Rejections - 35 USC §102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

5. Claims 1-13 and 15-26 are rejected under 35 U.S.C. 102(b) as being anticipated by Burns 
etal. (US 5,284,133). 

6. As to claim 1, Burns teaches an apparatus that comprises a container 10 (see figure 1; 
column 7 lines 50-55) adapted to contain a drug formulation; an aerosol generator for 
aerosolizing the drug formulation in response to manual actuation (see column 7 lines 50-65); 
and an electromechanical lockout device 24 (see figure 1 and column 8 lines 10-27; see 
arguments above) having an inactive state which prevents manual activation of the aerosol 
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generator thereby preventing aerosolization of the drug formulation and which has an active state 
which permits manual actuation of the aerosol generator thereby permitting aerosolization of the 
drug formulation only when an electric current is being supplied to place the electromechnical 
lockout device in the active state (since the controller is controlling the locking mechanism it 
is inherent that a power is being supplied to the lock up device), wherein the inactive state 
requires no electrical current (see column 8 lines 20-30). 

7. As to claim 2, Burns teaches an apparatus wherein the lockout device comprises a 
lockout element that is positioned in a dose preventing position when in an inactive state, and is 
movable to a dosing permitting position when electronic current is supplied to place the lockout 
device in the activated state (see columns 8 and 9). 

8. As to claim 3, Burns teaches an apparatus wherein the lockout device further comprises 
circuitry for supplying electrical current to move the lockout element to the dose permitting 
position when the lockout device is in the activated state (see column 8 lines 55-67). 

9. As to claim 4, Burns teaches an apparatus wherein the lockout device further comprises a 
controller having an associated memory for storing a dosing condition, and wherein the 
controller is configured to send a signal to place the lockout device in the activated state only 
after the dosing condition has been satisfied (see column 8 lines 1-30). 

10. As to claim 5, Burns teaches an apparatus wherein the container comprises a canister 10 
(see figure 1; column 7 lines 50-55), and wherein the aerosol generator comprises a metering 
valve 12 and an actuator 28 operably coupled to the canister (see column 7 lines 50-60 and 
column 9 lines 9-20). 
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11. As to claim 6, Burns teaches an apparatus that further comprises a housing, wherein the 
canister is reciprocally held within at least a portion of the housing between a home position and 
a dosing position where the actuator is engaged to open the metering valve and to permit the 
escape of metered amount of the drug formulation from the canister (see column 7 lines 50-60 
and column 8 line 10-20). 

12. As to claim 7, Burns teaches an apparatus wherein the lockout device is positioned to 
prevent engagement of the actuator when in the dose preventing position to thereby prevent 
opening of the metering valve (see column 10 lines 25-45). 

13. As to claim 8, Burns teaches an apparatus wherein the lockout element has a distal end 
that is engageable with the canister to prevent substantial displacement of the canister into the 
housing when the lockout element is in the dose prevention position (see column 10 lines 50- 
60). 

14. As to claim 9, Burns teaches an apparatus wherein upon placement of the preventing 
device into the activated state, the distal end of the lockout element is retracted to permit 
displacement of the canister into the housing and to permit engagement of the actuator to open 
the metering valve (see column 10 lines 50-60). 

15. As to claim 10, Burns teaches an apparatus wherein the canister is movable within the 
housing when the preventing device in the inactive state, and further comprising a stop that is 
reciprocally disposed within the housing below the actuator, and wherein the lockout element has 
a distal end that is engageable with the stop when in the activated state to prevent movement of 
the stop within the housing such that displacement of the canister engages the actuator with the 
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stop to permit dispensing of the metered drug formulation when the preventing device is in the 
activated state (see column 9 lines 40-60). 

16. As to claim 11, Burns teaches an apparatus that further comprises a high pressure gas 
source to assist in aerosolizing the drug formulation when the lockout device is in the activated 
state (see column 7 lines 50-60). 

17. As to claim 12, Burns teaches an apparatus that further comprising a dose counter 
disposed to count the number of doses of the drug formulation dispensed from the container (see 
column 9 lines 40-60). 

18. As to claim 13, Burns teaches an apparatus wherein the container is reciprocatably 
disposed within the housing, and wherein the dose counter comprises a dose counting circuit 
positioned to sense when the container has been reciprocated within the housing (see column 9 
lines 40-60). 

19. As to claim 15, Burns teaches an apparatus that further comprises a nozzle operably 
coupled to the canister, and wherein the housing further includes a mouthpiece 14 disposed to 
receive the drug formulation from the nozzle (see column 7 lines 50-60). 

20. As to claim 16, Burns teaches an apparatus wherein the mouthpiece has a first end and a 
second end, and wherein the nozzle is positionable within an opening adjacent the first end of the 
mouthpiece to permit the aerosolized drug formulation to be delivered to a patient upon 
inhalation through the second end of the mouthpiece (see figure 1). 

21 . As to claim 17, Burns teaches a method step of providing a drug delivery system 
comprising a container having an amount of a drug formulation that is aerosolized in response to 
manual actuation (see column 7 lines 40-60) and an electromechanical lockout device (see 
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response to arguments above); configuring the electromechanical lockout device to provide an 
inactive state wherein the manual actuation of the container is prevented ; and supplying 
electrical current to the lockout device to place the lockout device in an active state, thereby 
permitting the manual actuation of the aersolization of the drug formulation only when the 
electrical current is being supplied to place the lockout device in the active state (see response to 
arguments above). 

22. As to claim 18, Burns teaches a method step wherein the electromechanical lockout 
device comprises a lockout element 44 that is positioned in a dose preventing position when in 
the inactive state, and further comprising moving the lockout element to a dosing permitting 
position when electric current is supplied to place the lockout device in the activated state (see 
col. 8 lines 23-31). 

23. As to claim 19, Burns teaches a method step wherein the container comprises a canister 
having a metering valve and an actuator, wherein the canister is reciprocatably held within a 
housing between a home position and a dosing position, and further comprising depressing the 
canister into the housing to the dosing position to engage the actuator and to release a metered 
amount of the drug formulation when the lockout device is in the active state (see col. 7 lines 51- 
68). 

24. As to claim 20, Burns teaches a method step of preventing engagement of the actuator 
when the lockout element is in the dose preventing position (see fig. 4A). 

25. As to claim 21, Burns teaches a method step of engaging the canister with the lockout 
element to prevent movement of the canister to the dispensing position when the lockout element 
is in the dose preventing position (see fig. 4A). 
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26. As to claim 22, Burns teaches a method step of disengaging the lockout element from the 
canister to permit movement of the canister to the dispensing position upon supply of the 
electrical current (see fig. 4B). 

27. As to claim 23, Burns teaches a method step of engaging the lockout element with a stop 
that is positioned below the actuator upon supply of the electrical current, and further comprising 
depressing the canister into the housing to engage the actuator with the stop (see figs. 4A and 
4B). 

28. As to claim 24, Burns teaches a method step of stopping the supply of the electric current 
to the lockout device after the drug formulation has been aerosolized (see col. 8 lines 23-31). 

29. As to claim 25, Burns teaches a method step of supplying electric current to the lockout 
device to permit another dosing only after a certain dosing condition has been satisfied (see col. 
8 lines 23-31). 

30. As to claim 26, Burns teaches a method step of counting the number doses aerosolized 
from the container (see col. 8 lines 1-10). 



Claim Rejections - 35 USC § 103 

3 1 . The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 
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32. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

33. Claims 14 and 27 are rejected under 35 U.S.C. 103(a) as being unpatentable over Burns 
et al. (US 5,284,133) in view of Nilsson et al. (US 4,934,358). 

34. As to claims 14 and 27, Burns substantially discloses the claimed invention; see 
rejection of claims 1 and 13 above, but does not disclose a dose counter that comprises a display 
for indicating if the container contains an amount of drug formulation. Nilsson teaches an 
apparatus that does provide a dose counter that comprises a display for indicating if the container 
contains an amount of drug formulation (see column 4 lines 30-50). Therefore, it would have 
been obvious to one having ordinary skill in the art at the time the invention was made to modify 
Burns 's invention by providing a dose counter that comprises a display for indicating if the 
container contains an amount of drug formulation as taught by Nilsson in order to supply 
information about the number of doses given. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to NIHIR PATEL whose telephone number is (571)272-4803. The 
examiner can normally be reached on 7:30 to 4:30 every other Fridays off. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Patricia Bianco can be reached on (571) 272-4940. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Nihir Patel/ 
Examiner, Art Unit 3772 

/Patricia Bianco/ 

Supervisory Patent Examiner, Art Unit 3772 



